MPABUTEJIBCTBO POCCUMCKON ®EJIEPAIINM
IIOCTAHOBJIIEHMUE

ot 23 nronsg 2016 . Ne 716

MOCKBA

O nopsinke ¢popMupoBaHHus NepeyHs
JIEKAPCTBEHHBIX NIPenapaToB AJisi MeIHIIHHCKOr0 NpUMEHEeHH ,

B OTHOLLIEHHH KOTOPBIX YCTAHABJIHBAIOTCH TpPeOOBaHHUs K 00beMYy Taphbl,
yHaKoBKe H KOMIUIEKTHOCTH, NepeYHs JIeKaPCTBEHHBIX NMpenapaToB
AJISl BeTEePHHAPHOI'O IPHMeHEHHs], B OTHOIIEHHH KOTOPBIX
yCTaHABJIHBAIOTCH TPeOGOBaHHUS K 00beMY Taphbl,

U onpeaeJieHUs] TAKHX TPeGOBaHUIA

B coorBerctBuuM ¢ wuwacThio 4\  crartem 45 QenepaiibHOTO  3aKOHA
"O6 obpameHuu nekapcTBeHHBIX cpeactB” IlpaButenbctBo Poccuiickoit
QengepalMi HOCTAHOBJSIET:

1. YtBepaute npunaraemele  [lpaBuna  gopMmMupoBanust — TmiepevyHs
JIEKapCTBEHHBIX IIpPErNapaToB ISl MEIULMHCKOrO MPHUMEHEHUS, B OTHOIICHHH
KOTOPBIX YCTaHAaBIMBAalOTCA TpeOOBaHUS K O0BEMYy Taphl, YIIAKOBKE
M KOMIUIEKTHOCTH, IEPEUHs JICKAPCTBEHHBIX MpeNapaTroB [AJisi BETEPHHAPHOTO
IPUMEHEHUS, B OTHOLIEHUHN KOTOPHIX YCTAHABIUBAIOTCS TpeOOBaHHUSA K 00BEMY
Tapbl, U ONpe/IeTIeHHs TaKKX TpeOOBaHHUI.

2. o 31 nexabps 2016 r.:

MunucrepctBy 3npaBooxpaHeHus Poccuiickoit ®denepaliuu yTBEpAHTH
[epedeHb JIEKapCTBEHHBIX IIpEnapaToB M MEIULMHCKOIO IpPHUMEHCHMS,
B OTHOIIEHUU KOTOPBIX YCTAHABIMBAIOTCS TpeboOBaHUS K OO0BEMY Taphl,
YIAKOBKE U KOMIUIEKTHOCTH;

MunuctepcTBy cenbekoro xo3giicTBa Poccutickoit denepanuu yTBepauTh
[EpeYeHb JIEKAPCTBEHHBIX [MpPENapaToB [ BETEPUHAPHOrO IpPHMEHEHHS,
B OTHOUIEHHH KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUs K 00bEeMY Tapkbl.
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3. YcTaHOBUTH, YTO JIEKapCTBEHHBIE NpenapaThl, BKJIOUECHHBIE B TEPEYHH,
yKa3aHHble B IYHKTE 2 HAacTOSILEro NOCTAaHOBIIEHHUS, NMPOU3BEJEHHBIE N0 IHS
BCTYIUIEHHS B cuiy M B TeueHue 180 nHell mocie AHS BCTYIUIGHHS B CHIY
COOTBETCTBYIOIIMX INPABOBBIX aKTOB MHHHCTEpPCTBA 3APaBOOXPAHEHHUS
Poccuiickoit denepaunu 1 MUHHCTEPCTBa CENbCKOTro xo03siicTBa Poccutickoii
®enepanun B UHBIX 00beMe Tapbl, YHNaKOBKE W KOMIUIEKTHOCTH, MOTYT
HaxXoAUThCS B 0OpallleHUH 10 UCTEYEHHS CPOKa X MOJHOCTH.

[Ipencenarens [IpaBute

Poccuiickoit ®enepa J.MenBenes
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VTBEPX/IEHBI

noctaHoByieHueM [ IpaBuTenbcTBa
Poccutickoit @eaepanun
oT 23 urong 2016 . Ne 716

INPABHUJIA

(popMupOBaHHA NepeyHs JeKaPCTBEeHHbIX NpenapaTos
AJs MeJUIHHCKOr0 NPUMEHEHHUsI, B OTHOIIEHHH KOTOPbIX
yCTaHABJIHMBAKOTCSH TPeOOBaAHHUS K 00bEeMY Tapbl, yNaKOBKe
H KOMIJIEKTHOCTH, MepeYHs JIeKapPCTBeHHBIX NpenaparoB
AJISl BETEPHHAPHOTO PHUMeHeHH s, B OTHOILIEHHH KOTOPBIX

yYCTaHABJ/IMBAIOTCH TPeGOBaHUSA K 00beMy Tapbl,
H onpejeieHNs TaKUX TPeOGOBaAHHIA

1. Hacrosimue IlpaBuna ycraHaBIMBarOT MOPSOOK:

a) opMHUpoBaHUA  TEpedHs  JIEKAPCTBEHHBIX  MpenaparoB i
MEJUIMHCKOTO TPHUMEHEHHUs, B OTHOIIEHHUH KOTOPBIX YCTaHABIWBAIOTCS
TpeboBaHUA K 00bEMY Tapbl, YNAaKOBKE M KOMIUIEKTHOCTH (lajiee - IepeueHb
JeKapCTBeHHBIX IMpenapaToB ISl MEOULMHCKOro TMpPUMEHEHHUs), TepeyHs
JIEKapCTBEHHBIX HMpPENapaToB Uil BETEPUHAPHOIO MPUMEHEHHS, B OTHOLLEHUH
KOTOPBIX YyCTaHaBlMBalOTCA TpeboBaHHMs K o0ObeMy Tapel (mepeueHb
JIeKapCTBEHHBIX MIPENapaToB JJIsi BETEPUHAPHOTO IPUMEHEHHS );

6) ompeneneHuss TpeboBaHUH K  00BEMy  Taphl, YIaKkoBKE U
KOMIUIEKTHOCTH JIEKApPCTBEHHBIX NPENAparoB i MEAULUHCKOrO MPUMEHEHHUS,
K 00beMY Taphl JIEKAPCTBEHHBIX PENapaToB ISl BETEPUHAPHOTO MTPUMEHEHUS.

2. MuHnucrepceTBO 3apaBooxpaHeHus Poccuiickoi @enepanun:

a) GopMHpyeT U yTBep)K/aeT MepedeHb JeKapCTBEHHBIX MpPernapaToB IJIs
MEIMIIMHCKOrO IPUMEHEH NS,

6) ompenenger TpeboBaHUS K 00BEMY Taphl, YIIAKOBKE U KOMILIEKTHOCTH
JIEKapCTBEHHBIX MPENAPATOB ISl MEAULUHCKOTO IIPUMEHEHMUSL.

3. MuHucrtepcTBO cenbckoro xo3siicrsa Poccuiickoit @enepaiyu:

a) GopMHUpYyeT U yTBEpXKAaeT IepevyeHb JeKapCTBEHHBIX MpenapaToB IS
BETEPUHAPHOTO IIPYMEHEHHS;

6) onpenenser TpebOBaHUS K 00BEMY Tapbl JICKAPCTBEHHBIX MPENapaToB
JUIS1 BETEPUHAPHOIO IPUMEHEHHS.
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4.1lepeuens  JIEKApCTBEHHBIX  IIpenaparoB  AII  MEIULIHUHCKOIO
IPUMEHEHUS U IIepeYeHb JIEKApCTBEHHBIX IIPENaparoB I BEeTepUHAPHOTO
IpUMeHeHHs  QOpMHUpPYIOTCS IO  MEXIYyHapoJHBIM  HEIATEHTOBAaHHBIM
HAaUMEHOBaHUSM, a MPU HX OTCYTCTBUM - IO TIPYHNIHPOBOYHBIM MU
XAMHUYECKUM HaMMEHOBAHUSIM JIEKAPCTBEHHBIX IIPEIapaToB.

5. TpeboBanuss Kk 0OBEMy Taphl, YIAKOBKE M  KOMIUIEKTHOCTH
JIEKApCTBEHHBIX NPENapaToB AT MEIUIMHCKOTO IPHMEHEHHs, K 00beMy Taphl
JIEKapCTBEHHBIX IperapaToB AJsl BETEPUHApPHOIO IMPUMEHEHHS ONpeleftoTCs
UCXOJIS U3 CIENYIOLINX KPUTEPHUEB:

a) pe)XKMM  JIO3WPOBaHMs, CHOCOOBI  BBENEHMA M IPHMEHEHHS
JIeKapCTBEHHOIO IIperapaTa, NPOAODKUTEIbHOCTE JICUCHHUS,

0) BO3MOXXHOCTh HCIIOJIb30BaHMA JIEKApCTBEHHOro IIpernapara He IO
Ha3HA4YEeHUIO;

B) 0OOBeMHas 0N CIIHPTa, CONEPXKAIIAACA B JICKAPCTBEHHOM IIperiapare,
B IIPOLICHTaX.

6. ®opMupoBaHue MepeyHs JIeKapCTBEHHBIX [IperapaToB
JUIS  MEIUIMHCKOTO IpPHMEHEHMs] W TIIepedHs JIEKApCTBEHHBIX IIpernapaToB
JUIS BETEPUHAPHOTO INpPHUMEHEHHUs OCYIIECTBIAETCS Ha OCHOBAHUU PEHICHHUS
MEXXBEIOMCTBEHHOM KOMMCCHH IO (OPMHPOBAHMIO IIEPEYHS JI€KapCTBEHHBIX
IpenapaToB I MEIUIMHCKOTO IPUMEHEHHS W TIEPeYHs JIeKapCTBEHHBIX
TpeIaparoB [l BETEPHHAPHOTO IPUMEHEHHs (Jjanee - KOMHCCH), MONOKEHHE
O KOTOpOM yTBepxiaercsi MUHHCTEpCTBOM 37paBooxpaHeHus Poccuickon
Oenepanuu.

7.B cocraB KOMHCCHH BXOHOST IHpeAcTaBUTeNd MuHucTEpCTBa
3npaBooxpaHeHus Poccuiickor =~ ®enpepanuy, MuHHCTEPCTBa  CENBCKOIO
xo3aicTBa Poccuiickoit ®enepanuy, MuHUCTEpCTBA IPOMBIIIIEHHOCTH
u Toproeiu Poccuiickoit ®epeparyy, PenepanbHOH CIyXOBl MO Han30py
B cepe 3apaBooxpanenus, PDenepanbHOM CIyXOpl O BeTepUHAPHOMY
1 ¢urocaHuTapHOMy Hamzopy, PenepanbHOH CIyXOBI 0 pETYIHPOBAHUIO
aJKOTOJILHOTO  PEIHKA, denepaibHO  AHTHMOHOIONBHOH  CIy’XOBI,
denepanpHOll CIYXOBI 0 Hax3opy B cdepe 3alMTBl IpaB HoTpebuTeneit
u Gnaromonyuus denoBeka, OOuiepoccuiickoro oO0bequHeHHs paboTonaTenei
"Poccuiickuit CO03 MIPOMBIIIIIEHHUKOB U IpeanprHIMaTenei”,
O6miepoccuiickoil  OOMIECTBEHHOHM  OpraHM3allid Majloro M CPeAHEero
IIpeNpUHIMATEIbCTBA "OIIOPA POCCHUM" 51 O6uepoccuiickout
obmmecTBenHoMi oprauu3anuu "Jlenosas Poccns'.

8. OpraHu3anuoHHO-TeXHIIecKoe obecrieueHre JeaTeIbHOCTH KOMUCCHH
ocymecTBIAeT MUHUCTEPCTBO 3ApaBooxpaHenusa Poccuiickoi denepanu.
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9. Ilpennoxxenre 0 BKIIOYEHUH JIEKAPCTBEHHBIX [IpelapaToB B IIEPEUCHb
JIEKapCTBEHHBIX IIPENaparoB LIl MEIULMHCKOrO NMpPUMEHEHHUS WM IepeUeHb
JIEKapCTBEHHBIX IIPENapaToB MUl BETEPUHAPHOI'O MpUMEHEHHs IPEACTABIIACTCS
COOTBETCTBEHHO B MHUHHCTEPCTBO 31paBooxpaHeHus Poccuiickoit Penepanuu
Wi MEHHCTEPCTBO CENBCKOrO Xo3siicTBa Poccuiickoit ®@epepanuu (nanee -
VIIOJIHOMOYEHHBIH oOprad) Ha OyMaxXHOM HocuTene U (MIH) B BHUIE
IOJITACAHHOTO YCHJICHHOH KBaTH(UIIMPOBAHHOM 3JIEKTPOHHOH MOMIHUCEIO
3JIEKTPOHHOT'O JOKYMeHTa, OoTBedaromniero TpeboarusM PenepanabHOro 3aKoHa
"O0 3MeKTPOHHOM MOANMMCHU", OpraHaMy rocylapcTBeHHOH BiacTH Poccuiickoi
denepanun, OpraHaMu TrOCyNapCTBEHHOHW BiacTH CyOBekTOB Poccuiickoin
denepanuu, opraHaMi MECTHOTO CaMOYIPaBIeHUS M CyOBeKTaMHu oOpalleHus
JIEKApCTBEHHBIX CPeCTB (fayee - IpesIoKeHNe), B KOTOPOM YKa3bIBaeTCs:

a) HAaMMEHOBAaHHE  JIEKAPCTBEHHOTO  Tpemapara  (MeXIyHapoJHOE
HeNIaTeHTOBAaHHOE, WM I'PYNIHPOBOYHOE, WM XMMHUYECKOE U IIPpY HAIWIHH
TOProBOE HAMMEHOBAHHs) C YKa3aHUeM JTeKapCTBEHHOH HOPMBI;

6) peXkHM  [IO3HpPOBAHUS, CIIOCOOBI  BBENEGHHMS M  IPUMEHEHHS
JIEKapCTBEHHOTO IIpernapaTa, IpOAOJDKUTEIBHOCTD JIEUEHN,

B) HCIIOJIb30BaHUE JIEKAPCTBEHHOTO IIpenapara He 110 Ha3HaYeHHIO,

r) oObeMHas JOJS CIIMPTa, COJepXKallascs B JeKapCTBEHHOM IIperapare,
B IIPOLICHTAX;

1) IpeIJIOXKEHHE 110 OTPaHUYEHIIO 00beMa TapHl.

10. YnonuomoueHHslii opran B TeueHue 10 paboumx 1gHEH co OHA
TIOCTYTUICHHUS TIPEUTOKEHHS:

a) paccMaTpHBAaeT €ro ¥ HallpaBlisieT B KOMUCCHIO Ha PACCMOTPEHHE;

0) OTKIIOHSET €ro B Cilyyae MpeICTaBjIeHHs He B IIOJHOM o00BeMe
CBEJICHHMH, YKa3aHHBIX B ITyHKTe 9 Hacrosmux IIpaBmwi, o 4eM yBeTOMIISIET
JIMII0, BHECINEE INpeIioXKeHne, B TedeHue 5 pabouux JHEH CO THA NPHHATHA
TaKOr0 pelieHrs ¢ yKa3aHHeM IIPUYHUH OTKa3a.

11. KoMuccus paccMaTpuBaeT Ha CBOEM 3aCelaHUHU IIPEITI0XKEHHE B CPOK,
He npeBblimaoumid 40 pabouux AHEH co IHSA €ro HalpaBlieHHSd B KOMHUCCHIO
YIOTHOMOYEHHBIM OPraHOM.

12. adopMaims 0 NpOBEACHUH 3aCENaHUll KOMHCCHM M IPHHATHIX Ha
HUX pelleHusX pa3Meliaercs Ha OQUIMAIbHOM CalTe COOTBETCTBYIOIIETO
YIIOJIHOMOYEHHOT0 OpraHa B HMH(OPMAaIMIOHHO-TEIeKOMMYHHUKAIIMOHHONH CETH
"UntepHet".

3acenaHusd KOMHCCHH TPaHCIMPYIOTCS Ha OQHUIMalTbHOM  caiTe
MuHucTepcTBa 31paBooxpanenus Poccuiickoit @enepanuu B HHGOPMAHOHHO-
TeJEKOMMYHHUKaITMOHHOM ceTH "MHTepHeT".
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13. BHeceHe M3MEHEHMH B IepedeHb JeKapCTBEHHBIX IIPENapaToB IS
MEIMIMHCKOIO IIPUMEHEHMs U IiepedeHb JICKapCTBEHHBIX IIPENaparoB [JId
BETEPUHAPHOI'O  IIPUMEHEHHUs  OCYIIEeCTBISETCS B  COOTBETCTBHM  C
TpeOOBAaHUSIMI, YCTAHOBIIEHHBIME HacTOSAIMUMH I IpaBunamu.

26063066.doc





